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REMARKS 

In the Restriction Requiienient mailed May 27, 2004, the Examiner required restriction to 
one of four inventions : 

• Group I (Claims 1,4-8, 10, 11, 14-18, aad 20-47), drawn to a incAod of treating the spine, classified in 
class 606, subclass 61; 

• Group n (Claims 2, 12, and 48-60), drawn to a metliod of accessing the spine, classified in class 600, 
subclass 114; 

• Group m (Claims 3 and 13)4 drawn to a thera^)eutic procedure^ classified in class 604, subclass 3; or 

• Group IV (Claims 10 and 19)j drawn to a fixation device, classified in class 623, subclass 17.11. 

Applicant elected, without traverse, the cdaims of Group I (Claims 1, 4-8, 10, 11, 14-18, and 20- 
47) for examination in the present application. 

Prior to the foregoing amendments. Claims 1-60 were pending in the present application. 
In the Office Action mailed October 4, 2004, the Examiner withdrew from consideration Claims 
2, 3, 9, 12, 13, 19, and 48-^0. and rejected Claims 1, 4-8, 10, 11, 14-18, and 20-47. 
Nonstatutorv Double Patenting Rejections 

The Examiner rqccted CHaims 1, 4-8, 10, 11, 14-18, and 20-47 under the judicially 
cr^ed doctrine of obviousness-type double patenting as being ui^atentable over Claims 1-86 of 
U.S. Patent No. 6,558,390 (Cragg), 

The Examiner explained that a timely filed terminal disclaimer can be used to overcome 
an actual or provisional rejection based on a nonstatutory double patenting ground, provided the 
conflicting application or patent is shown to be commonly owned with the present application. 
See 37 C.F.R. § 1.130(b). Applicant has enclosed herewith a terminal disclaimer in compliance 
with 37 C.F.R. § 1.321(c) that disclaims the terminal part of the statutory term of any patent 
granted on the present application that would e?Et^ beyond the expiration date of U,S, Patent No. 
6,558,390. Accordingly, Applicant respectflilly requests that the double patenting rejection of 
Claims 1, 4-8, 10, 1 1, 14-18, and 20-47 be withdrawn, 
riflim Rejec tions - 35 U>S.C. S 1 12. If 2 

The Examiner rejected caaims 4, 5, 7, 8, 10, 14, and 16-18 under 35 U.S*C. § 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter the Applicant regards as the inventiorL Specifically, the Examiner explained that these 
claims depend on a non-elected claim, and therefore are indefinite. For the purpose of examining 
. Claims 4, 5, 7, 8, 10, 14, and 16-18, the Examiner considered these claims to depaid on either 
Claim lor 11. 
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Claims 4, 5, 7, 8, 10, 14, and 16-18 have been cancelled herein, without prejudice, for the 
procedural objective of simplifying the claims under examination and allowing the rOTiaining 
claims to proceed toward issuance. Apphcant reserves the right to pursue claims of the same or 
similar scope to those cancelled herein^ in one or more continuing patent ^plications. 
Claim Rejections - 35 U.S.C. S 102(e) - Claims L 4-8, 10. IL 14^18. 40-42, and 45-57 

The Examiner rejected Claims 1, 4-8, 10, 11, 14-18, 40-42, and 45-57 under 35 U.S.C. § 
102(e) as being anticipated by Kuslich et al. (U.S. Patent No, 6,086,589), The Examiner asserts 
that Kuslich et aJ. discloses a method comprising ideotifyiiig a site on the anterior or posterior 
surfece of the sacrum (10), foiming a lumen (22) from the site through the sacrum, through the 
sacrum^ througjh a disc (18), and into at least one vertebrae, and performing a procedure using 
lumen (column 2, lines 27-67). 

Applicant respectfully traverses these rejections and the Examiner's characterization of 
the cited reference. With respect to Claims 1 and 45, Applicant submits that Kuslich et al. fails 
to teach or suggest the unique combination of features recited by these claims* For example, 
Kuslich et al. fails to teach a method of treating the spine comprising identifying a site on the 
anterior surikce of the sacrum, and foTming a lum^ from the site through the sacrum. Rather, 
Kuslich et al. discloses a method for posteriorlv correcting spondylolisthesis that comprises 
drilling a linear hole (22) from the posterior side of the spine through two adjacrat vertebrae 
(column 2, lines 27-53; column 4, lines 7-32; figures 4-7). 

Claim 6, which depends from Claim 1, is believed to be patentable for the reasons stated 
above with respect to Claim 1, and because of the additional limitations set forth therein. Claims 
46 and 47, which depend from Claim 45, are beUeved to be patentable for the reasons stated 
above with respect to Claim 45, and because of the additional limitations set forth thereiiL 
Accordingly, AppUcant requests that the rejection of Claims 1, 6, and 45-47 be withdrawn. 

With respect to Claim 11, Applicant submits that Kuslich et al, fails to teach or suggest 
the unique combination of features recited by this claim. For example, Kuslich et al. fails to 
teach a method of treating the spine comprising identifying a site on the posterior surface of the 
sacrum, and forming a nonlinear lumen tfarougb the site through the sacrum. Rather, KusUch d 
al. discloses a method for posteriorly treating spondylolisthesis that comprises drilling a hole (22) 
posteriorly through two adjac«it vertebrae, and then inserting a linear screw (10) into the drill 
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hole (22). Kuslich et al. only discloses lineair drill holes (22) that accommodate linear, elongated 
screws (10) (column 2, lines 27-53; coluion 4, lines 7-32; figures 4^7). 

Claim 15, which depends fixmi Claim 11, is believed to be patentable for the reasons 
stated above with respect to Claim 1 1, and because of the additional limitations set forth therein. 
Accordingly, Applicant requests that the rejection of Claims 1 1 and 15 be withdrawn. 

Pending Claim 40 recites: 

40. (Currently amended): A method of peiionnmg a procedure on the spine at a procedure 
site which is spac^ apart from an access site, con^rising tlie steps of: 
identifymg an access site on the spine; 

msetting a tract shealh from a skin indsioa through tissue, and to the access site: 
advancing a device through the skin incision, through the sheathe through the access site 
and into the spine; 

further advanckkg the device axially tfarougli at least one vertebrae and at least one disk to 
the procedure site; and 

performing a procedure at the procedure dte; 

wherein tibie access site is on a hcaldiy portion of the spine* and the procedure site is on an 
unhealthy or coxnproinised portion of the spine, 

Apphcant submits that Kuslich et al. fails to teach or suggest the unique combination of 
features recited by Claim 40. For example, Kuslich et al. does not disclose a method that 
comprises inserting a tract sheath from a skin incision, ihrou^ tissues, and to an access site. 
Also, Kuslich et al. does not disclose a method as recited above wharein the access site is on a 
healthy portion of the spine while the procedure site is on an unhealthy portion of ttie spine. 
Instead, Kuslich et al. discloses a method of treating spondyloisthesis posteriorly that comprises 
drilling a hole (22) through adjacent vertebrae and insertmg a linear screw (10) into the hole (22). 

Claims 41 and 42, which depend finom Claim 40, are believed to be patentable for the 
reasons stated above with respect to Claim 40, and because of the additional limitations set forth 
therein. Accordingly, Apphcant requests that the rejection of Claims 40-42 be withdrawiL 
Claim Rejections - 35 U.S,C. SS 102fe\and I03fa^ - Claims 43 and 44 

The Examiner rejected Claims 43 and 44 under § 102(e) as being anticipated by Hehn et 
al (U.S. Patent No, 6,805,697). The Examiner asserts that Hehn et al. discloses a method 
comprising advancing a device (40) througji an access pathway to the procedure site while the 
device has a first crossing profile, and enlarging the crossing profile of the device at the treatment 
site to p^orm the procedure (Figures 10-1 1), 

Applicant respectftilly traverses these rejections and the Examiner's characterization of 
the cited reference. Pending Claim 43 recites: 

-10- 

PAffi 11/19 * RCVD AT 4/12120D5 6:25:52 PM [Eastern D^^ 



04/12/2005 14:28 FAI 949 760 9502 



KMOB 



@012 



Appl. No. : 09/848,556 

FUed : May 3, 2001 

43. (Currently ftinended}: A method of perforamig a procedure from the inside of the spine, 
:wh£e miniaiizing the cross sectiooal area of an access pathway in die spine to [[the]] a_piocedure site, 
cQznpiising the steps o£ 

insttrtintt a tract sheath through a skiii incision, through tissue, and to the access pathway, 

ihe access padiwav beq iTiTrfn^ the sacnrm of the spine and ey t^^np ^'allv into the lumbar 

advancing a device through [[an]] the sheath- through the access pathway m the apm e to 
[[a]] ^ procedure site, while the device has a first, reduced crossing' profile; and 

enlarging the crossing profile of a pardon of the device at the [[treatment]] procedure site 
to perfoim the procedure; 

wherein ±e advancing »tep con^rises advancing the device through at least one vertebrae 
and at least one disk. 

Applicant submits that Helm et aL fails to teach or suggest the unique combinatiorL of features 
recited by Claim 43, For example. Helm et al. fails to teach or suggest a method that comprises 
inserting a tract sheath through a skin incision, throu^ tissue, and to an access pathway which 
begins at the sacrum of the spine and eJrtends axially into the lumbar spine* Hehn et al. feils to 
teach or suggest a method that comprises advancing a device through the sheath, througji the 
sacrum, and througji the access pathway to the procedure site, while the device has a first, 
reduced crossing profile. 

The Examiner also rejected Claims 43 and 44 under 35 U*S.C. § 103(a) as being 
unpatentable ovct Helm et al. The Examine states that Hehn et al, discloses all the limitations 
of these claims except for a passageway having a length 5 to 10 times its width. The Examiner 
asserts, however, that it would have been obvious to one of ordinary skill in the art to modify the 
device in Hehn et aL so that the passageway has a length 5 to 10 times its width. Applicant 
respectfully traverses this rejection and the Examiner's characterization of die cited references. 

In order to establish a prima facie case of obviousness for a claim, tfie prior art references 
must teach or suggest a// the claim limitations. M,P,E.P- § 2143, at 2100-125 (Feb. 2003). Thus, 
to sustain the fiaregoing rejection of Claims 43 and 44, Hekn ^ aL must identically teach or 
suggest every element of each Claim 43, arranged as in each Claim 43, Hehn et al., however, 
neither teaches nor suggests a method conrprising ins^ting a tract sheath through a skm incision, 
through tissue, and to the access pathway which begins at the sacrum and extends axially into the 
lumbar spine. Hehn et al, teaches a method that comprises making small stab incisions in the 
back and drilling a hole laterally through cortical material on the outer surfecc of the pedicle of a 
vertebra (column 7, lines 60-63). 
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Claim 44, which depends ftom Claim 43, is believed to be patentable for the reasons 
stated above with respect to Claim 43, and because of the additional limitations set forth therein* 
Accordingly, Applicant requests that the rejection of Claims 43 and 44 be withdrawn. 
Claim Reiections - 35 U.S.C. § 103fa^ - Claims 34 and 35 

The Examiner rejected Claims 34 and 35 under 35 U.S.C. § 103(a) as being xmpatentable 
over Hehn et al. As with the rejection of Claims 43 and 44, the Examiner asserts that Hehn et al. 
discloses all the limitations of Claims 34 and 35 except for a passageway having a length 5 to 10 
times its width. 

As explained above, in order to establish b. prima facie case of obviousness, Hehn et al* 
must teach or suggest all the claim limitations. MP.E.P. § 2143, at 2100-125 (F*. 2003). 

Pending Claim 34 recites: 

34. (Ciutently amended): A xnelbod af treating ihc spine conqnismg creatiiig a anmixially 
invasive passageway through tisfluo and into tbo gpino, by inso^tiiig $ tyact flhead^ firoyn.ft.sKin 
through tissue, and through the sacrum of the spine, wherein the passageway has a linear longitudinal axis 
and a lengdi of at least about 5 times its width, and innoducing at least one device through the passageway 
to treatthe spine, \^ereinan extension of the axis extends through al least two intervertebral dislcs, 

Apphcant submits thai Hehn et aL foils to teach or suggest a method that comprises 
msertmg a tract sheath linearly &om a skin incision, through tissue, and through the sacrum of 
the spine- 
Claim 35, which depends ftom Claim 34, is believed to be patentable for the reasons 
stated above with reject to Claim 34, and because of the additional limitations set forth therein. 
Accordingly, Applicant requests that the rejection of Claims 34 and 35 be withdrawn. 
Claim Rejections - 35 U.S.C. S 103(a^ - Claims 20-32 

The Examiner rejected Claims 20-32 under 35 U.S.C. § 103(a) as being unpatentable over 
Kuslich et al. The Examiner states that Kuslich et al does not teach a site witfiin 5 mm from the 
coccyx, as recited in Claims 20-32, The Examiner, however, asserts that it would have been 
obvious to one of ordinary skill in the art to place the site at such a distance fixjm the coccyx. 

Pending Claim 20 recites: 

20, (Currently amended): Amethodof treating the spine> coropiisirig the steps of: 
identifying a she on ihe skin of a patient, within about 5 cm firom the coccyx; 
providing a percutaneous access at the site and through tissue to the anterior surface of the 

[[sacrum;]] gammm h y imerting a tract sheaA from the site, th mngh a presacral space, and to the 

sacnnm 

creatine a lumen ^mmgh the site, through ^ sheath.JhKail& the sacrum and at least one 
hunbai vcitcfarac; and 

using the lumen to perform a procedure. 
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Applicant submits that Kuslich et aL fails to teach or suggest a method that comprises 
inserting a tract sheath from a site on the skin of the patient, through a presacral space, and to an 
anterior surface of the sacrum, histead, Kuslich et al. discloses a method that comprises 
ten:q)orarily aligning the sacrum (12) and the L5 vertebra, and drilling a hole (22) posteriorly 
through the sacrum (column 2, lines 32-37), 

Nothing m Kuslich et al, suggests introducing a sheath through a site on the skin which is 
within about 5 cm of the coccyx. To the contrary, Kushch discloses a posterior approach to the 
sacrum, which is in excess of 5 cm from the coccyx. This reflects a fundamental diflference 
between Kuslich, which discloses a posterior approach to the spine, aixd the present claimed 
invention, which enables an axial approach flt>m a tissue entrance in the vicinity of the coccyx, 
onto an anterior surface of the sacrum. 

Pending Claim 26 recites: 

26. (Cuncntly amended): A metiiod of treating ihe spine at a treatment site which is ^aced 
apart dom an access site, conq>rising the 9tcps of: 

identi^dng an access site on die spine; 

inserting a tract sheath from a skin in cision. tigQuph tissue, and to the access site: 
advancing a device through the incision, throu^the sheath, xfarough the access site and 
into the spine; 

further advancing the device axially through die spine for. a distance across a treatment 
zone; and 

treating the spine in the treatmmt zone; 
wherein the distance h at least about 5 cm. 

Applicant submits that Kuslich et al, fiails to teach or suggest a method that comprises inserting a 
tract sheath fiom a skin incision, through tissue, and to an access site on the spine^ then for an 
axial distance within the spine of at least about 5cm. 

Claims 21-25, which depend from Claim 20, are believed to be patentable for the reasons 
stated above with respect to Claim 2Q, and because of the additional limitatiotis set forth therein* 
Claims 27-33, which depend from Claim 26, are beUeved to be patentable for the reasons stated 
above with respect to Claim 26, and because of the additional limitations set forth tha^irL 
Accordingly, Applicant respectfully requests that the rejection of Claims 20-33 be withdrawiL 
Claim Rejections - 35 U.S.C. 6 103fa'^ - Claims 36>39 

The Examiner rejected Claims 36-39 under 35 U.S.C. § 103(a) as being unpatentable over 
Helm et al. in view of Kuslich et aL The Examiner states that Helm et al- does not teach an 
anterior or posterior passageway and a fixation device, as recited in Claims 36-39. The Examiner 
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asserts, however, that Kuslich et al. evidences the use of an anterior or posterior passageway and 
a fixation device to allow bone and fibrous through growth to stabilize the vertebrae. The 
Examiner concludes it would have been obvious to one of ordinary skill in the art to modify the 
method of Hehn et al., in light of Kuslich et al., to provide a passageway and a fixation device, as 
recited in Claims 36-39. 

Applicant respectfully traverses these rejections and the Examiner's characterization of 
the cited references. Claims 36-39, which depend ftom Claim 34, are beUeved to be patentable 
for the reasons stated above with respect to Claim 34, and because of the additional hmitations 
set forth therein. Accordingly, Applicant respectfully requests that the rejection of Claims 36-39 
be withdrawn. 

In view of the foregoing. Applicant respectfully submits that the pending claims of the 
present application are in condition for allowance, and such action is eamestly solicited 
however, any questions remain, the Examiner is cordially invited to contact the undesigned so 
that any such matter rnay be promptly resolved. Please charge any additional fees, inchiding any 
fees for additional extension of time, or credit overpayment to D^osit Account No, 11-1410. 

Respectfully submitted. 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated: 



n llzhr By: ,4^J^ //fmf^ 

^ Gerard von HofBnfflIn 



Registration No. 33,043 
Attorney of Record 
Customer No. 20,995 
(949) 760-0404 
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